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Remarks 

Status of Claims: 

Claims 5-8 and 13-1 8 were rejected. Claims 5, 14, and 1 5 have been amended Alt of 
the amendments are fully supported by the specification, claims, and figures as originally 
filed. No new matter is believed or intended to be involved. 

Claims 5, 8, 13-15, and 18 were rejected under 35 U.S.C. § 103(a) as being 
unpatentable over Kellogg, Jr. (U.S. Pat. No. 3,606,878) in view of Van Vaals (U.S. Pat No. 
6,430,429). Claims 6 and 16 were rejected under 35 U.S.C. § 103(a) as being unpatentable 
over Kellogg, Jr. in view of Van Vaals and further in view of Gillies ct al (U.S. Pat. No. 
6,272,370). Claims 7 and 17 were rejected under 35 U.S.C. § 103(a) as being unpatentable 
over Kellogg, Jr. in view of Van Vaals and further in view of Wernc (U.S. Pat. No. 
5,782,764). Claims 5, 8, 13-15, and 18 were rejected under 35 US.C. §103(a) as being 
unpatentable over Kellogg, Jr. in view of Van Vaals and further in view of Gross (U.S. Pat. 
No. 3,606,878). Under MPEP 2143, in order to establish a prima facie case of 
obviousness, the prior art reference or combination of references must teach or suggest all 
of fts limitations of a claim. A prima facie case of obviousness also requires that there be 
some teaching suggestion, or motivation to modify the references either explicitly or 
implicitly in the references themselves or in the knowledge generally available to one of 
ordinary skill in the art. MPEP 2143.01 . The mere fact that references can be combined 
or modified does not render the resultant combination obvious unless the prior art also 
suggests the desirability of the combination. 

Applicant notes that amended independent claim 5 recites "a hub member engaged 
with the distal tip, wherein the hub member is configured to cover the proximally opening 
hollow cavity of the distal tip to contain the capsule within the proximally opening hollow 
cavity of the distal tip, wherein the proximally opening hollow cavity of the distal tip is 
substantially closed off relative to the cutter lumen by the hub member." The combined art 
of record fails to teach or suggest such limitations, among others. The combined art of 
record therefore fails to render amended independent claim 5 obvious in accordance with 
MPEP 2143.03. Accordingly, Applicant respectfully requests that the rejection be 
withdrawn. 



Doc3l965v1 



PAGE 6/17 ' RCVD AT 10/12/2006 8:57:37 AM [Eastern Daylight Time] 1 SVR:USPT0-EFXRF-1/16 1 DNIS:27383D0 1 CSID: k DURATION (mm-ss):04-50 



10/12/2006 THU 9:13 FAX 



©007/017 



10/021,407 
END0795USNP 

Similarly, amended independent claim 14 recites "a cap engaged with the sharpened 
closed distal tip, wherein the cap is configured to substantially cover the proximally opening 
cavity, wherein the cap is further configured to contain the material within the proximally 
opening cavity." The combined art of record fails to teach or suggest such limitations, 
among others. The combined art of record therefore fails to render amended independent 
claim 14 obvious in accordance with MPEP 2143.03. Accordingly, Applicant respectfully 
requests that the rejection be withdrawn. 

Amended independent claim 15 recites "a transverse member engaged with the 
sharpened distal tip, wherein the transverse member is oriented transverse to the longitu dinal 
axis of the elongated needle, wherein the transverse member is located distally from the side 
port of the elongated needle and between the material and the cutter lumen, wherein the 
transverse member is positioned to separate the material from the cutter lumen. n The 
combined art of record fails to teach or suggest such limitations, among others. The 
combined art of record therefore fails to render amended independent claim 15 obvious in 
accordance with MPEP 2143,03. Accordingly, Applicant respectfully requests that the 
rejection be withdrawn. 

Furthermore, even if the combined art of record taught or suggested all of the 
elements of any of the independent claims, the art is devoid of any suggestion or motivation 
to modify or combine the teachings of the references in order to obtain the claim ed 
invention. Indeed, MPEP 2143.01 admonishes that "[t]he mere fact that references can be 
combined or modified does not render the resultant combination obvious unless the prior 
art also suggests the desirability of the combination.** (emphasis in original). Actual 
evidence of a suggestion, teaching, or motivation to combine prior art references must be 
shown. In re Dembiczack, 50 USPQ2d 1614 (Fed. Cir, 1999). The Office has provided 
no evidence of a motivation as of the date of the invention to modify or combine the 
teachings of the prior art to obtain the invention recited in the presently amended claims. 
Because the requisite evidence of motivation required by MPEP 2143.01 is lacking, 
Applicant respectfully requests that the rejection be withdrawn. 

Beyond the foregoing shortcomings with respect to the rejections of the independent 
claims, Applicant further notes that the dependent claims include additional limitations not 
taught or suggested in the art of record, thus forming independent basis for novelty and non- 
obviousness. 
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To the extent that the present amendments constitute a narrowing of the claims, such 
narrowing of the claims should not be construed as an admission as to the merits of the prior 
rejections. Indeed, Applicant traverses the rejections and preserves all rights and arguments. 
While Applicant has noted several distinctions over the art of record, Applicant notes that 
several other distinctions exist, and Applicant preserves all rights and arguments with respect 
to such distinctions. 

Conclusion 

Based on the foregoing, all pending claims are in a condition for allowance. 
Accordingly, Applicant respectfully requests reconsideration and an early notice of 
allowance. 

Respectfully submitted, 

/Andrew B. Ulmer/ 

Andrew B. Ulmer 

Reg. No. 57,003 

Johnson & Johnson 

One Johnson & Johnson Plaza 

New Brunswick, NJ 08933-7003 

(513)337-3535 
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Information regatding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http:/ /pair-directusptagov, Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of lime may be available under me provisions or 37 CFR 1.136(a). In no event however, may a reply be timer* fled 
after SIX (6) MONTHS from the mailing date or Uti» convnumcaoon. 

- J NO period (of reply is specif** asove. the maximum statutory period wffl apply and wil expire SIX (6) MONTHS from the mailing date or this communication, 

- Faiiura to reply vriUnn the ttt or extended period tor repay win, by statute, cause the application to become ABANDONED (35 U S.C S 1 33) 
Any reply received by the Office later man three months efter the mailing date of this rammunteticn, even if timely tied, may reduce ©fry 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication^) filed On 01 June 2006 . 
2a)D This action is FINAL 2b)l3 This action is non-final 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

dosed in accordance with the practice under Ex parte Quayl&, 1935 C-D. 1 1 . 453 O.G. 213. 

Disposition of Claims 

4) 0 Claim(s) 5-8 and 13-18 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) G3 Clafm(s) £§ and 13-18 is/are rejected. 

7) D Claim(s) is/are objected to. 

$)□ Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9)D The specification is objected to by the Examiner. 

10) Q The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawings) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet{s) including the correction is required if the drawing (s) is objected to. See 37 CFR 1.121(d). 

1 1) Q The oath or declaration is objected to by the Examiner Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(aHd) or (f). 
a)DAII b)D Some* c)D None ot 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. , 



3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 
CFR 147(c), was filed in this application after final rejection. Since this application is eligible for 
continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) has been timely 
paid, the finality of the previous Office action has been withdrawn pursuant to 37 CFR 1.114. 
Applicant's submission filed on 6/1 /06 has been entered. 

DETAILED ACTION 
Claim Refections - 35 USC$103 

2. The following is a quotation of 35 U.S.G 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though invention is not identically disclosed or described as set forth in section 
102 of this tide, if the differences between the subject matter sought to be patented and the poor art arc such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

3. Claims 5, 8, 13, 14 t 15 and 1 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent No 3,606,878 to Kellogg, Jr. in view of U.S. Patent No. 6,430,429 to Van Vaals. 

In regards to claims 5, 8, 13, 14, 15 and 18, Kellogg, Jr. discloses a biopsy device (Figure 1) 
including an elongated substantiaDy tubular needle having a distal end (12), a proximal end, a 
longitudinal axis there between, a cutter lumen (CoL 2, lines 43 - 44), a non-metallic liner (20) 
extending along a portion of the cutter himen; a vacuum lumen (I4),aside port(lOb) for receiving a 
tissue sample (CoL 3, lines 55 - 56); a sharpened distal dp for insertion within tissue (CoL 3, lines 45 
- 49), the sharpened distal dp attached to die distal end of the needle spaced distally from the side 
port and a cutter (24) is movable within the cutter lumen (CoL 2, lines 62 - 64). However, Kellogg, 
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Jr. fails to disclose the needle being non-metallic and the distal tip having a cavity in which an 
artifact creating material is disposed. Van Vaals discloses a non-metallic biopsy needle (Col. 6, lines 
55 - 60) including a distal dp (6; Figure 2) having a cavity in which an artifact creating material is 
disposed (Figure 3; Col. 6, line 61 - CoL 7, line 34). Van Vaak discloses the artifact creating material 
as being selected from the group of gadolinium, titanium, aluminum, copper, brass and bronze (Col. 
7, lines 1 - 2). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the biopsy needle as disclosed by Kellogg, Jr. to be non-metallic and 
to include a distal tip having a cavity in which an artifact creating material is disposed as taught by 
Van Vaals in order to track the needle within the body of the patient so as to guide the needle safely 
through the body without damaging the tissue and to guide the needle to the desired position (Col. 
2, lines 41-50). 

4. Claims 6 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 
No 3,606,878 to Kellogg, Jr. in view of U.S. Patent No. 6,430,429 to Van Vaals as applied to claims 
5 and 1 5 above, and further in view of U.S. Patent No. 6,272,370 to Gillies et a!. 

In reference to claims 6 and 16, Kellogg, Jr. in view of Van Vaals discloses an MRI 
compatible device comprising a needle including a non-metallic material including pkstic or a 
ceramic material (CoL 6, lines 55 — 60). Kellogg, Jr. in view of Van Vaals fail to disclose the non- 
metallic material comprising a thermoplastic However, Gillies et al discloses an MRI compatible 
device formed of a non-metallic material including a thermoplastic (CoL 24, lines 17-19). The 
selection of a known material based upon its suitability for the intended use is a design consideration 
within the skill of the art. lnnUshm , 221 F.2d 197, 125 USPQ 416 (CCPA 1960), In the present 
case, it would have been obvious to one having ordinary skill in the art to form the needle as 
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disclosed by Kellogg, Jr. in view of Van Vaals of a thermoplastic as taught by Gilles et ai. or any 



MRI compatible material as desired. 

5. Claims 7 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 
No 3,606,878 to Kellogg, Jr. in view of U.S. Patent No, 6,430,429 to Van Vaals as applied to claims 
5 and 15 above, and further in view of U.S. Patent No. 5,782,764 to Werne. 

In reference to claims 7 and 17, Kellogg, Jr. in view of Van Vaals discloses an MRI 
compatible device comprising a needle including a non-metallic materia) including plastic or a 
ceramic material (Col. 6, lines 55 - 60). KeUogg, Jr. in view of Van Vaals fail to disclose the non- 
metallic material comprising a glass fiber reinforced polymer resin. However, Werne discloses an 
MRI compatible device including a needle comprising a glass fiber reinforced polymer resin (CoL 8, 
lines 36 - 65). The selection of a known material based upon its suitability for the intended use is a 
design consideration within the skill of the art In re Lubttt T 227 F.2d 197, 125 USPQ 416 (CCPA 
1960). In the present case, it would have been obvious to one having ordinary skill in the art to 
form the needle as disclosed by Kellogg, Jr. in view of Van Vaals of a glass fiber reinforced polymer 
resin as taught by Werne or any MRI compatible material as desired. 

6. Claims 5, 8, 13, 14, 15 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
US. Patent No 3,606,878 to Kellogg, Jr. in view of U.S. Patent No. 6,430,429 to Van Vaals and 
further in view of U.S. Patent No. 5,385,563 to Gross. 

In regards to claims 5, 8, 13, 14, 15 and 18, Kellogg, Jr, discloses a biopsy device (Figure 1) 
including an elongated substantially tubular needle having a distal end (12), a proximal end, a 
longitudinal axis there between, a cutter lumen (Col. 2, lines 43 - 44), a non-metallic liner (20) 
extending along a portion of the cutter lumen; a vacuum lumen (14), a side port (10b) for receiving a 
tissue sample (CoL 3, lines 55 - 56); a sharpened distal tip for insertion within tissue (Col. 3, lines 45 
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- 49), the sharpened distal tip spaced distally from the side port attached to the distal end of the 
needle and a cutter (24) is movable within the cutter lumen (Col 2, lines 62 - 64). However, 
Kellogg, Jr- fails to disclose the needle being non-metallic and the distal tip having a cavity in which 
an ardfact creating material is disposed. Van Vaals discloses a non-metallic biopsy needle (Col 6, 
lines 55 - 60) including a distal tip (6; Figure 2) having a cavity in which an ardfact creating material 
is disposed (Figure 3; Col 6, line 61 - Col 7, line 34). Van Vaals discloses the artifact creating 
material as being selected from the group of gadolinium, titanium, aluminum, copper, brass and 
bronze (Col 7, lines 1-2). It would have been obvious to one having ordinary skill in the art at the 
time the invention was made co modify the biopsy needle as disclosed by Kellogg, Jr. to be non- 
metallic and to include a distal rip having a cavity in which an artifact creating material is disposed as 
taught by Van Vaals in order to track the needle within the body of the patient so as to guide the 
needle safely through the body without damaging the tissue and to guide the needle to the desired 
position (Col 2, lines 41 - 50). It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to ensure that the ardfact creating material is spaced distal of the 
side port as taught by Gross in order to allow a user to determine proper placement of the device 
during use (See Abstract). 

7. Claims 5, 8, 13, 14, 15 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent No 3,606,878 to Kellogg, Jr. in view of U.S. Patent No. 6,430,429 to Van Vaals. 

In regards to claims 5, 8, 13, 14, 15 and 18, Kellogg, Jr. discloses a biopsy device (Figure 1) 
including an elongated substantially tubular needle having a distal end (1 2), a proximal end, a 
longitudinal axis there between, a cutter lumen (Col 2, lines 43 - 44), a non-metallic liner (20) 
extending along a portion of the cutter lumen; a vacuum lumen (14), a side port (10b) for receiving a 
tissue sample (Col 3, lines 55 - 56); a sharpened distal rip for insertion within tissue (Col 3, lines 45 
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- 49), the sharpened distal tip attached to the distal end of the needle and a cutter (24) movable 
within the cutter lumen (Col. 2, lines 62 - 64)* However, Kellogg, Jr. fails to disclose the needle 
being non-metallic and the distal tip having a cavity in which an artifact creating material is disposed 
Van Vaals discloses a non-metallic biopsy needle (Col. 6, lines 55 - 60) including a distal region 
having a cavity in which an artifact creating material is disposed (Figure 3; CoL 6, line 61 - Col. 7, 
line 34). Van Vaals discloses the artifact creating material as being selected from the group of 
gadolinium, titanium, aluminum, copper, brass and bronze (Col 7, lines 1 - 2). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to modify the 
biopsy needle as disclosed by Kellogg, Jr. to be non-metallic and to include a distal region having a 
cavity in which an artifact creating material is disposed as taught by Van Vaals in order to track the 
needle within the body of the patient so as to guide the needle safely through the body without 
damaging the tissue and to guide the needle to the desired position (Col 2, lines 41 - 50). It would 
have been obvious to one having ordinary skill in the art to place artifact creating material in a cavity 
in the distal tip which is spaced distally of the side port as taught by Chin et aL because accurate 
knowledge of the location of die extreme distal end of the biopsy device is necessary to avoid injury 
of internal organs (CoL 6, lines 48 - 57). 

Response to Arguments 
& Applicant's arguments filed 10/1 3/05 have been folly considered but they are not 
persuasive Applicant asserts that rejection of claims 5, 8, 13 - 15 and 18 under 35 U,S.C §1 03(a) as 
being as being unpatentable over U.S. Patent No 3,606,878 to Kellogg, Jr. in view of U.S. Patent 
No. 6,430,429 to Van Vaals is improper because the lirnitation "wherein said material is spaced 
distally from said side port of said needle" is not taught or suggested by the proposed combination. 
Additionally Applicant asserts that the combination of Kellogg, Jr. in view of Van Vaals is improper 



PAGE 15/17 t RCVDAT 10/12/2006 8:57:37 AM [Eastern Daylight Time] * SVR:USPT0-EFXRF-1/16 ^ DNK:2738300 * CSID: * DURATION (mm-ss):0W0 



■10/12/2006 TBU 9:15 FAX 

AppHcation/Control Number 1 0/021 ,407 Page 7 

Art Unic 3736 

because there is no suggestion or motivation to combine the teachings of the references in order to 
obtain the claimed invention. However the Examiner disagrees. Kellogg Jr. teaches a standard 
biopsy needle having a distal tip that is spaced distally of the side port (Figure 4). Van Vaals teaches 
an improved biopsy needle (Col. 6, lines 55 - 57) being formed of a non-metallic material and 
having a cavity in the distal tip in which an artifact inducing material is placed (Col. 6, line 48 - 64). 
Van Vaals teaches that such a biopsy needle is beneficial because it allows introduction of the needle 
into a patient while being guided by magnetic resonance imaging. The Examiner has used such a 
teaching as the motivation to modify the needle as disclosed by Kellogg, Jr. with the teachings of 
Van Vaals. The Examiner maintains that the motivation to modify the prior art to arrive at the 
present invention has come from the references themselves and renders the claims unpatentable 
under 35 U.S.C. 103(a) over Kellogg, Jc in view of Van Vaals. By modifying the distal tip of 
Kellogg, Jr. that is placed distally of the side port with a distal tip containing an artifact creating 
material in a recess as caught by Van Vaals, the limitation therein said material is spaced distally 
from said side port* 1 is rendered obvious. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Jonathan ML Foreman whose telephone number is (571)272-4724. The 
examiner can normally be reached on Monday - Friday 8:00 am - 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Max Hindenburg can be reached on (571)272-4726. The fox phone number for the organization 
where this application or proceeding is assigned is 571-273-8300. 
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